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Sir: 

Enclosed is Appellant's Reply Brief filed under 37 C.F.R. 1.192 in response to the 
Examiner's Answer mailed April 10, 2002. 



Remarks 



The following remarks are offered to help highlight the technology at issue and crystallize 
the issues for consideration by the Board. As stated in the Summary section of Applicant's 
Appeal Brief, the present invention relates t o methods and systems for a dministering stabilized 
dispersions via nebulization to the respiratory trac t. Nebulizers work by forming aerosols by 
converting bulk liquid into small droplets suspended in a breathable gas. The bulk liquid or 
respiratory dispersion in the case of the present invention is a particulate suspension of perforated 
microstructures suspended in a fluorochemical suspension medium. Once nebulized, the 
perforated microstructures are inhaled by a patient during regular respiration without requiring 
medical supervision or in-patient facilities or care. IJnlike prior art formulations , the present 
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invention employs novel techniques to reduce attractive forces between the dispersed 
constituents and to reduce density fluctuations in the stabilized dispersion thereby retarding 
degradation of the preparation by flocculation, sedimentation, or creaming. The stable dispersion 
of the present invention thereby red uces dosing. incongruities thereby facilitating drug deliver y. 

The rejection maintained by the Examiner seeks to modify a closed-circuit, liquid 
ventilation apparatus with means for introducing a medicament to the pulmonary system 
(Faithful et al. 6,041,777) by incorporating teachings of the prior art related to particle 
morphology and materials useful in administering particulate aerosols to the pulmonary system in 
inspired gases (Hanes et al. 5,855,931). As set forth by the Examiner, the reason for this 
modification is to improve the aerosolization of the particles and to reduce particle 
agglomeration. 

There is absolutely no reason for combining the references in the manner proposed by the 
Examiner. The Faithfull et al. invention is concerned with administering a breathable liquid to 
the pulmonary system as part of a closed-circuit ventilation therapy. Such therapy is performed 
in the hospital unde r medical supervision and car e. Medicament may be introduced into the 
breathable iiquid such as with a nebulizer as indicated by the Examiner. However, since any 
such medicament is introduced into the breathable liquid which is circulated through the lungs 
with the liquid ventilation apparatus of Faithfull et al., the ppxnsol rh^ nt^ct\n C 
medicament does not dictate whether the medicament will successfully navigate the respiratory 
system( and reach the deep lun0 Such aeros o l cha racteristics are relevanUo inhalationjn inspired 
gases as in Hanes et al. an ^^liot Applicable to pulmonary administration of medicament 
dispersed in a liquid administered to the lung in a closed-circuit, liquid ve ntilation apparatu s. As 
such, there is absolutely no reason for one of ordinary skill in the art to look to the teachings of 
Hanes et al. in order to improve aerosol characteristics of the medicament introduced during the 
liquid ventilation therapy of Faithfull et al. 
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Conclusions 



Appellants respectfully submit that the Examiner has failed to establish a prima 
facie c ase of obviousnes s of the claims that are presented on appeal. None of the cited 
references, individually or in combination, describe or suggest the methods and systems 
of the present invention. Accordingly, Appellants respectfully request that the Board 
reverse the Examiner's rejection of the claims on appeal. 



Respectfully submitted, 





Michael J. Rafa 
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